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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[3 Responsive to communication(s) filed on 05 October 2006 . 
2a)S This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Exparte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 30-47.53-55 and 57-63 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Kl Claim(s) 30-47.53-55 and 57-63 is/are rejected. 

7) E] Claim(s) 38-42 and 46 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Response to Amendment and Arguments 

1 . Claims 30-47, 53-55 and 57-63 are pending. 
Claims 62 and 63 have been added. 
Claim 46 has been amended. 

Claims 30-47, 53-55 and 57-63 are examined on the merits. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Withdrawn Grounds of Rejection 
Claim Rejections - 35 USC §112 

3. The rejection of claim 46 under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn in light of Applicants amendment to the 
claim. 

Maintained and New Grounds of Rejection 
Claim Rejections - 35 USC § 102 

4. The rejection of claims 30-37, 43, 55, 57, 59, 60 and newly added claim 63 under 
35 U.S.C. 102(b) as being anticipated by JP(A) H2-76598 (laid open March 15, 1990)/ 
IDS reference number 23, submitted February 8, 2005 is maintained and made. 
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Applicants have provided a 1.132 declaration by the main inventor, Dr. Sekiguchi 
providing assertions, as well as experiments, which purportedly teach away from the 
prior art. The declaration and corresponding arguments, particularly 3 rd paragraph on 
page 6 of the Remarks submitted October 5, 2006 aver the antibodies prepared in the 
Japanese application are not specific for an epitope in the ED-B domain of fibronectin. 
Applicants reference page 9, lines 24-31 but do not indicate what document one should 
review. If indeed Applicants are referencing their own patent application this section of. 
the application defines, specific and does not aid in clarifying the instant issues. 

The Examiner has carefully reviewed the declaration and its information therein. 
This information and particular the experiments therein have been thoroughly assessed 
and found to be insufficient and unpersuasive. Dr. Sekiguchi presents an experiment 
that supposedly demonstrates lack of binding of the CF525 antibody, also known as 
OAL-CF525 to the ED-B domain of fibronectin. This assertion and the experiment is 
confusing because JP(A) H2-76598 clearly discloses a monoclonal antibody, which 
specifically recognizes the ED-B domain comprising 91 amino acids, see page 2, first 
and third paragraph. These amino acids are the same as the ED-B domain of 
Applicants. It is not clear how the implementation of antigen fragments of the ED-B 
peptide for the manufacture of antibodies would yield antibodies that are contravene to 
those the Japanese patent asserts were manufactured and read on the claimed 
invention, see pages 11, 13 and 14, Manufacturing... sections. And while Dr. 
Sekiguchi's declaration presents data, this information does not preclude the binding of 
the anticipatory antibodies to the ED-B oncofoetal domain of FN, especially in light of 
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the conclusion sentence. This sentence notes "[t]he antibodies of my Japanese patent 
application H2-76598 and H4-169195 do not seem to be specific for the ED-B domain of 
fibronectin.", see page 6, paragraph 9. It is requested Applicants clearly establish why 
and how the prior art antibodies do not definitively bind directly to the ED-B oncofoetal 
domain of FN as expressed in the prior art. For the reasons of record and the analysis 
provided above the rejection is maintained. 

8. The rejection of claims 30-37, 43, 47, 55, 57, 59-61 and newly added claim 63 
under 35 U.S.C. 102(b) as being anticipated by JP(A) H4-169195 (laid open June 17, 
1992)/ IDS reference number 24, submitted February 8, 2005 is maintained and made. 
Applicants' arguments directed toward this 102(b) rejection are similarly presented as 
that set forth in the initial 1 02(b) rejection. 

The Examiner's position for this rejection is the same for the first cited 102(b) 
rejection and the rejection is maintained for the reasons of record. The Examiner has 
carefully reviewed the declaration and its information therein. This information and 
particular the experiments therein have been thoroughly assessed and found to be 
insufficient and unpersuasive. Dr. Sekiguchi presents an experiment that supposedly 
demonstrates lack of binding of the TFN-01 antibody, also known as OAL-TFN-01 to the 
ED-B domain of fibronectin, see page 4 of the Declaration. This assertion and the 
experiment is confusing because JP(A) H4-169195 not only discloses this antibody, but 
other antibodies, see page 18, last sentence and page 2, 3 rd full paragraph. It is not 
clear how the implementation of antigen fragments of the ED-B peptide for the 
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manufacture of antibodies would yield antibodies that are contravene to those the 
Japanese patent asserts were manufactured and read on the claimed invention, see 
pages 11, 13 and 14, Manufacturing... sections. And while Dr. Sekiguchi's declaration 
presents data, this information does not preclude the binding of the anticipatory 
antibodies to the ED-B oncofoetal domain of FN, especially in light of the conclusion 
sentence. This sentence notes "[t]he antibodies of my Japanese patent application H2- 
76598 and H4-169195 do not seem to be specific for the ED-B domain of fibronectin.", 
see page 6, paragraph 9. It is requested Applicants clearly establish why and how the 
prior art antibodies do not definitively bind directly to the ED-B oncofoetal domain of FN. 
For the reasons of record and the analysis provided above the rejection is maintained. 

9. The rejection of claims 30-32, 34-37, 43, 47, 53, 55, 57-61 and newly added 
claims 62 and 63 under 35 U.S.C. 102(b) as being anticipated by U.S. Patent number 
4,894,326 (issued January 16, 1990/ IDS reference 1 , submitted August 15, 2005) is 
maintained and made. 

Applicants argue the passages cited by the Examiner and Masuura "...hints that 
FDC-6 is not specific for the ED-B domain" are reasons to withdraw the instant 
rejection, see page 6, last paragraph of Applicants' Remarks. Applicants direct the 
Examiner's attention to Figure 2A of patent '326 noting it shows the location of the ED-B 
domain. Moreover, Applicants assert the Matsuura reference of 1988 confirms "...the 
FDC-6 antibody defines a structure, not at the ED-B domain" and an attached five page 
PowerPoint illustration of fibronectin structures further clarifies this assertion. These 
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points of view and the submitted articles have been carefully considered, but found 
unpersuasive. 

Foremost, the reference PowerPoint illustration did not accompany the October 
5 th submission and the Matsuura reference does not teach away from the disclosure 
presented in the patent. 

U.S. Patent 4,894,326 discloses an lgG1 monoclonal antibody (FDC-6), which 
defines the oncofoetal structure within fibronectin, see column 2, lines 41-47 and 60-63; 
and column 3, lines 2-8. The patent discloses the FDC-6 and other immunological 
binding partners such as antigen-binding fragments and chimearas comprised in a 
suitable carrier and introduced into the body of a mammal, see bridging paragraph of 
columns 4 and 5. "The FDC-6 antibody, as well as other antibodies raised against the 
oncofoetal structure, can be packaged in kits useful for assaying the presence of 
oncofoetal fibronectin", see column 5, lines 39-44. Inherently, the disclosed antibody 
has all the properties as deemed by the antibody or antibody fragment, which binds 
directly to an ED-B oncofoetal domain of fibronectin (FN) and the rejection is 
maintained. 



Claim Rejections - 35 USC § 103 

10. The rejection of claims 30-37, 43-45, 55, 57-60 and newly added claims 62 and 
63 under 35 U.S.C. 103(a) as being unpatentable over JP(A) H2-76598 (laid open 
March 15, 1990)/ IDS reference number 23, submitted February 8, 2005, in view of Bird 
et al. (Science 242:423-242, 1988) is maintained for the reasons of record. 
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1 1 . The rejection of claims 30-37, 43-45, 47, 55, 57-61 and newly added claims 62 
and 63 under 35 U.S.C. 103(a) as being unpatentable over JP(A) H4-169195 (laid open 
June 17, 1992)/ IDS reference number 24, submitted February 8, 2005, in view of Bird 
et al. (Science 242:423-242, 1988) is maintained for the reasons of record. 

1 2. The rejection of claims 30-37, 43, 47, 53-57, 59, 60 and newly added claims 62 
and 63 are rejected under 35 U.S.C. 103(a) as being unpatentable over JP(A) H2- 
76598 (laid open March 15, 1990)/ IDS reference number 23, submitted February 8, 
2005, in view of Clackson et al. (Nature 352:624-628, August 15, 1991) is maintained 
for the reasons of record. 

1 3. The rejection of claims 30-37, 43, 47, 54, 55, 57, 59-61 and newly added claims 
62 and 63 under 35 U.S.C. 103(a) as being unpatentable over JP(A) H4-169195 (laid 
open June 17, 1992)/ IDS reference number 24, submitted February 8, 2005, in view of 
Clackson et al. (Nature 352:624-628, August 15, 1991) is maintained for the reasons of 
record. 

14. The rejection of claims 30-37, 43, 53, 55, 57, 59, 60 and newly added claims 62 
and 63 under 35 U.S.C. 103(a) as being unpatentable by JP(A) H2-76598 (laid open 
March 15, 1990)/ IDS reference number 23, submitted February 8, 2005 is maintained 
for the reasons of record. 



1 5. The rejection of claims 30-37, 43, 53, 55, 57, 59, 60 and newly added claims 62 
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and 63 under 35 U.S.C. 103(a) as being unpatentable by JP(A) H2-76598 (laid open 
March 1 5, 1990)/ IDS reference number 23, submitted February 8, 2005 is maintained 
for the reasons of record. 

16. The rejection of claims 30-32, 34-37, 43-45, 47, 53, 55, 57-61 and newly added 
claims 62 and 63 under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
number 4,894,326 (issued January 16, 1990/ IDS reference 1, submitted August 15, 
2005), and further in view of in view of Bird et al. (Science 242:423-242, 1988) and 
Clackson et al. (Nature 352:624-628, August 15, 1991) is maintained for the reasons of 
record. 

Allowable Subject Matter 

1 7. Claims 38-42 and 46 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

18. Claims 38-42 and 46 are free of the art. 

1 9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of.the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alana M. Harris, Ph.D. whose telephone number is 
(571) 272-0831. The Examiner works a flexible schedule, however she can normally be 
reached between the hours of 7:30 am to 6:30 pm, with alternate Fridays off. 

If attempts to reach the Examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry R. Helms, Ph.D. can be reached on (571) 272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



' Application/Control Number: 09/194,356 



Page 10 



Art Unit: 1643 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
ALANA M.HARRIS, PH.D. 



Alana M. Harris, Ph.D. 
19 December 2006 




